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March 8,2000

Dr. Elizabeth Yetley
Office of Special Nutritional (HFS-450)
Food and Drug Administration
200 C Street, S.W.

.,. , -, , .-m. . . .

,.

Washington D.C. 20204 ‘~

Re: Fulfillment of Reporting Obligation
Under 21 U.S.C. & 343@ and 21 CFR & 101.93

Dear Dr. Yetley:

E’OLA International, in accordance with 21 U.S.C. & 343@ and 21 CFR & 101.93,
hereby submits an original and two copies of its notification of its product marketing with the
statement presented below. E’OLA International retains scientific documents supporting the
statements.

1. Supplement Brand Name:

2. Supplemental Ingredient(s)
that is the subject of the statement:

3. Text Of Statement Of Nutritional Support:

E’Balance

Soy Isoflavones, Black Colosh, St. John’s
wort, Dong Quai, Licorice, Chaste Tree,
Fennel

“Delivers natural botanical ingredients
that help a woma]n to attain balance and
control. Designed to address the multiple
and changing needs of a woman at times
when she needs thle most support. You
may enjoy lowm-eld anxiety, stabilized
mood, reduced irritability, less painful
menstrual cramps, relief from hot flashes
and night sweats, decrease symptoms of
PMS, and a return of balanced hormone
levels..”

In accordance with 21 U.S.C. & 343@ and 21 CFR & 101.930, each of the above
statements will be followed by an asterisk that will cross-reference to another asterisk on the very
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same panel or page next to which the following statement will appear in the box in bold face type:
“These statements have not been evaluated by the Food and Drug Administration. The
product is not intended to diagnose, treat, cure or prevent any disease.”

Respectfully Submitted,

E’OLA International, Inc.
President


